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Claims 1-17 are pending in this application. 

Claim Rejections - 35 USC § 101 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of matter, 
or any new and useful improvement thereof, may obtain a patent therefor, subject to the conditions and 
requirements of this title. 

Claim 16-17 are rejected under 35 U.S.C. 101 because the claimed invention lacks 
patentable utility. Under US patent practice, a use claim without setting forth the steps involved 
in the process is an improper definition of a process, under 35 U.S.C. See Ex parte Dunki, 153 
USPQ 678 (Bd. App, 1967) and Clin. Products v. Brenner, 149 USPQ 475 (D.D.C., 1966). By 
deleting the claim the rejection would be overcome. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 1-17, are rejected under 35 U.S.C. 103(a) as being unpatentable over West, WO 
00/69865 [West I], West et al., WO 02/40034 [West II] and Manning et al., US 5,981 ,474, 
individually. 

Applicant claims phosphate derivates of known therapeutic compounds comprising the 
derivatives, and a complexing agent. The compounds have phenol, primary alcohol, secondary 
alcohol or tertiary hydroxyl group. In preferred embodiments the phosphate is phosphatide. 
Determination of the scope and content of the prior art (MPEP 2141.01 

West I teaches phosphate derivatives of primary fatty alcohols, secondary alcohols and 
aromatic alcohols and their compositions. West II teaches composition comprising phosphate 
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derivatives of hydroxylated compounds and complexing agents. Manning et al., teach 
phosphate derivatives of known compounds. The phosphate may be phospholipids. See col. 5- 
6. 

Ascertainment of the difference between the prior art and the claims (MPEP 2141.02) 

The difference between the instant invention and that of the prior arts is that applicant 
compositions comprise specific therapeutic agents. 

Finding of prima facie obviousness-rational and motivation (MPEP 2142.2413) 

However, the generic compounds of West I and West II embrace the specific therapeutic 
compounds by applicant. Making phosphate derivative of any therapeutic drug is an obvious 
modification available to the preference of an artisan. Therefore, the instant invention is prima 
facie obvious from the teachings of the prior arts. One of ordinary skill in the art would have 
known to make phosphate derivative of any therapeutic drug of choice at the time the invention 
was made. The motivation is from the teachings of the prior arts. 

Alternatively, given the teachings of the prior arts it would have been obvious to try and 
make phosphate derivative of any therapeutic drug of choice, particularly drugs having OH 
group, at the time the invention was made. 
When there is motivation 

to solve a problem and there are a finite number of identified, 
predictable solutions, a person of ordinary skill has good reason to 
pursue the known options within his or her technical grasp. If this 
leads to anticipated success, it is likely the product not of innovation 
but of ordinary skill and common sense. In that instance the fact that a 
combination was obvious to try might show that it was obvious under 
[35 USC] 103. 



Application/Control Number: Page 4 

10/551,201 

Art Unit: 1625 

KSR Int'l Co. v. Teleflex Inc., 127 S.Ct 1727, , 82 USPQ2d 1385, 1397 (2007). 

Alternatively, the therapeutic compounds, phosphate and complexing agents are not 
applicant's invention. They are in the public domain prior to the time the instant invention was 
made. Applicant has done no more than combine separate but well-known inventions. While the 
combination may perform a useful function it did no more than what they would have done 
separately. In re Anderson, 396 U.S. 57, 163 USPQ 673 (1969) cited in KSR Int. Co. v. Teleflex 
Inc, 550 U.S. — , 82 USPQ2d 1385 (2007). When a patent simply arranges old elements with 
each performing the same function it had been known to perform and yields predictable result, 
the combination is obvious. In re Sakraida, 425 US 273, 189 USPQ 449 (1976) cited in KSR, 
supra. A patent for such combination "obviously withdraws what is already known into the field 
of its monopoly." Great Atlantic & Pacific Tea Co. v. Supermarket Equipment Corp., 340 U.S. 
147, 187 USPQ 303 (1950), cited in KSR, supra. 

Alternatively, given the teachings of the prior arts one would have known to make 
compositions comprising phosphate derivatives of any compounds having OH group at the time 
the invention was made. "When a work is available in one field of endeavour, design incentives 
and other market forces can prompt variations of it, either in the same field or a different one. If 
a person of ordinary skill can implement a predictable variation, §103 likely bars its patentability. 
For the same reason if a technique has been used to improve one device, and a person of 
ordinary skill in the art would recognize that it would improve similar devices in the same way, 
using the technology is obvious unless its actual application is beyond his or her skill." "One of 
the ways in which a patent's subject matter can be proved obvious is by noting that there 
existed at the time of invention a known problem for which there was an obvious solution 
encompassed by the patent's claims." KSR Int. Co. v. Teleflex Inc, 550 U.S. — , 82 USPQ2d 
1385 (2007). 
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Alternatively, applicant has done nothing more than substitutes therapeutic drugs 
having OH group. However, such substitution is obvious from the prior arts. "When a patent 
claims a structure already known in the prior art that is altered by the mere substitution of one 
element for another known in the field, the combination must do more than yield a predictable 
result." United States v. Adams, 383 U.S. 49, 50-51 (1966). Cited in KSR Int. Co. v. Teleflex 
//?c, 550 U.S. — , 82 USPQ2d 1385 (2007). The combination of familiar elements according to 
known methods is likely to be obvious when it does no more than yield predictable results." 
KSR, supra. 



Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Taofiq A. Solola, PhD. JD., whose telephone number is (571) 272-0709. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Janet Andres, can be reached on (571) 272-0867. The fax phone number for this 
Group is (571)273-8300. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the Group receptionist whose telephone number is (571) 272-1600. 
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